04/14'/05 13:56 FAX 908 298 5405 SCHERING-PLOUGH 12)004 



370. It is well established that claims must be separately analyzed. Ex parte 
Jochim, 11 U.S.P.Q.2d 561 (B. P.A.I. 1988). 

Here, the Office has gone back and found references in support of ifs 
position with regards to enablement. This is a now for then effort of what 
should have been done the first time. Moreover, the Office's attempts still fail 
to hit the mark. 

It respectfully is submitted that the Office has not carried its burden to 
identify and clearly articulate the factual bases and supporting evidence that 
allegedly establish that undue experimentation would be required to carry out 
the claimed invention. Whatever the Office's concerns may be, to the extent it 
is not clear that they are well founded, the rejection is legally deficient. For 
these reasons, the enablement rejection should be withdrawn. 

Moreover, the Office has issued numerous patents employing the 
same exact language that is objected to in this instance. In fact, previously 
submitted exhibit A is one example of a patent employing this language. As 

op 

that patent presumably complies with 35 U.S.C. § 112, so too, should the £JH 
claims in this instance comply with 35 U.S.C § 1 12. In view of the numerous 
patents that employ this language and the lack of any facts set forth to 
establish the Office's position, it respectfully is submitted that the Office's 
position can not stand and that the rejection of the claims for this basis should 
be withdrawn. 
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Further, the Office seems to require a "complete" prevention or cure of £j 
a malady. No medicine "completely" cures anything. Prozac only worked in «^ 
70% of the population and that was the gold standard. There is no complete 
cure for anything in everyone and this an unrealistically high burden to meet 
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for purposes of enablement. It is not based in reality science, the law or 
reality. 

Additionally, it appears as if there is some fear of allowing method of 
treatment claims at the PTO as of late. This fear is unjustified and not the 
province of the PTO. That is the concern of the FDA. Moreover, there is 
some unpredictability to ail arts. Merely saying something is "unpredictable" 
does not discharge the Office's burden to show that the claim is not enabled. 
Finally, the Office has not come to grips or even addressed the arguments 
with regards to issuing prior patents claiming the same novel and non-obvious 
methods of treating patients. 
Anticipation Rejection 

Claims 1, 3-7, 10, 12-15, 18, 20-25, 28, and 30-35 were rejected under 
35 U.S.C. § 102 (b) as anticipated by Aberg, et aL, U.S. Patent No. 5,595,997 
("Aberg"). (Office Action at p. 3). For the reasons set forth below, the 
rejection respectfully is traversed. 

Aberg reportedly discloses the administration of desloratadine to a 
human for the treatment of allergies. 

In making the rejection, the Office contended that the instant invention 
"must be inherently presented in the prior art method," (Office Action at p. 5). 

As is well settled, anticipation requires "identity of Invention." Glaverbel 
Societe Anonyme v. Northlake Mktg. & Supply, 33 U.S.P.Q.2d 1496, 1498 
(Fed. Cir. 1995). Each and every element recited in a claim must be found in 
a single prior art reference and arranged as in the claim. In re Marshall, 198 
U.S.P.Q. 344, 346 (C.C.P.A. 1978); Lindemann Maschinenfabrik GmbH v. 
American Hoist and Derrick Co., 221 U.S.P.Q. 481 , 485 (Fed. Cir. 1984). 
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Furthermore, in a §1 02(b) rejection there must be no difference 
between what is claimed and what is disclosed in the applied reference. In re 
Kalm, 164 U.S.P.Q. 10, 12 (C.C.P.A. 1967); Scripps v. Genentech Inc., 18 
U.S.P.Q.2d 1001, 1010 (Fed. Cir. 1991). "Moreover, it is incumbent upon the 
Office fo identify wherein each and every facet of the claimed invention is 
disclosed in the applied reference." Ex parte Levy, 17 U.S.P.Q.2d 1461, 1462 
(B.P.A.I. 1990). 

To the extent that the Office asserts that Aberg "must" inherently 
disclose the 'claimed invention, it respectfully is submitted that this can not 
stand. As is fundamental, reliance upon an inherency theory may not contain 
any possibilities or probabilities of the existence of a certain fact. Inherency 
must be proven each and every time. The Office can not say that such 
property of using desloratadine to treat allergies as reported in Aberg would 
necessarily and invariably result in the treatment and prevention of 
cardiovascular as claimed in the instant invention. And the Office has not and 
can not even allege as much. And, as set forth above, such a requirement 
would be an impossibility. 

Furthermore. Aberg states that the alleged invention of Aberg is such 
that loratadine or desloratadine may be administered without side effects such 
as "cardiac arrhythmias, cardiac conduction disturbances, fatigue, headache, 
gastrointestinal distress, appetite stimulation, weight gain, dry mouth, and 
constipation or diarrhea." See Column 3, lines 28 to 32. Far from disclosing 
the methods of the instant invention, Aberg reportedly found methods that 
would lead away from the administration of desloratadine to prevent and treat 
cardiovascular disease because Aberg reported that the methods of Aberg 
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would not have cardiovascular effects - either positive or negative. The 
present invention is that desloratadine may be used in the treatment and 
prevention of cardiovascular disease. Thus, for this further reason, the 
rejection should be withdrawn. 
Obviousness Rejections 

Claims 1. 3-7, 10 ( 12-15, 18, 20-25, 28, and 30-35 stand rejected over 
Gray, Aberg, Hospes and Kreutner et aL, U.S. Patent No. 5,869,479 
(Kreutner) and Buckland, EP 968715 ("Buckland' 1 ), For the reasons set forth 
below, this rejection respectfully is traversed. 

Aberg reportedly discloses the administration of desloratadine to a 
human for the treatment of allergies. 

Hospes reportedly discloses that eosinophil is a risk factor in 
cardiovascular disease. 

Kreutner discloses the use of histamine (Hi and H 3 ) receptor 
antagonists for the treatment of allergies. 

Gray discloses the use of cetirizine to prevent eosinophilia. 

Buckland reportedly discloses the use of loratadine or desloratadine to 
teat an arrhythmia. 

As is fundamental, a prima facie case of obviousness must be based 
on facts, "cold hard facts/ In re Freed, 165 U.SP.Q. 570. 571-72 (C.C.P.A. 
1970). When the rejection is not supported by facts, it cannot stand. Ex parte 
Saceman, 27 U.S.P.Q.2d 1472, 1474 (B.P.A.I. 1993). 

Initially, and as noted above, Aberg states that the alleged invention of 
Aberg is such that loratadine or desloratadine may be administered without 



-5- 



52588 1.DOC 



PAGE 7/10 * RCVD AT 4/14/2005 1 :48:56 PM [Eastern Daylight Time] 1 SVR:USPTO£FXRF-1/0 * DNIS:8729306 1 CSID:908 298 5405 * DURATION (mm-ss):03-02 



0 4/14/05 13 :57 FAX 908 298 5 405 S CHER I NG - PLOUGH © 

side effects such as "cardiac arrhythmias, cardiac conduction disturbances, 
fatigue, headache, gastrointestinal distress, appetite stimulation, weight gain, 
dry mouth, and constipation or diarrhea." See Column 3, lines 28 to 32. Far 
from disclosing the methods of the instant invention, Aberg reportedly found 

methods that would teach away from the administration of desloratadine to 

i 

prevent and treat cardiovascular disease because Aberg reported that the 

methods of Aberg would not have cardiovascular effects - either positive or 

negative. The present invention is that desloratadine may be used in the 

treatment and prevention of cardiovascular disease. Thus, for this reason 

alone, the rejection is not based upon the requisite facts to sustain an 

obviousness rejection and the rejection should be withdrawn. 

Moreover, the Office was required to demonstrate where in any of the 

references there is a suggestion which would have "strongly motivated" one to 

make cosmetic compositions as claimed. Ex parte Graselli, 231 U.S.P.Q. 

393, 394 (Bd. App. 1986). The type of motivation which would have 

"impelled" one to do so (Ex parte Levengood, 28 U,S.P.Q.2d 1300, 1301-02 

(B.P.A.I. 1993)), and the type of suggestion that the changes "should" be 

made. Ex parte Markowrtz, 143 U.S.P.Q. 303, 305 (Bd. App. 1964). 

The office has alleged that Kreutner discloses that cetirizine and 
i 

desloratadine are antihistamines. Kreutner also discloses a number of 
antihistamines. Kreutner specifically states that one could employ 
"astemizole, azatadine, azelastine, acrivastine, brompheniramine, 
chlorpheniramine, clemastine, cyclizine, carebastine, cyproheptadine, 
carbinoxamine, descarboethoxyloratadine (also known as SCH-34117). 
doxylamine, dimethindene, ebastine, epinastine, efletirizine, fexofenadine, 
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hydroxyzine, ketotifen, loratadine, levocabastine, mizolastine, mequitazine, 
mianserin, noberastine, meclizine, norastemizole, picumast, pyrilamine, 
promethazine, terfenadine, tripelennamine, temelastine, trimeprazine and 
triprolidine..." in the method of Kreutner. 

The Office has not demonstrated why one of skill in the art would 
choose desloratadine to treat cardiovascular disease because of some 
alleged similarity to cetirizine for the treatment of a different indication from 
the laundry list of antihistamines that is disclosed in Kreutner. The Office has 
not demonstrated why one of skill in the art would be motivated to select that 
compound to the exclusion of other compounds in any of the references. 
Simply put, the Office has not demonstrated where in any of the references 
there is any motivation to combine any of the references to arrive at the 
claimed invention. That however, was the Office's burden. For this further 
reason, the rejection of the claims for this basis should be withdrawn. 

Further, with regards to the Office's now for then identification of a 
motivation for selecting desloratadine in place of cetirizine because it is in a 
dependant claim, this too can not and should not stand. 

Moreover, it respectfully is submitted that whatever Hospes discloses, 
applicants have not in fact admitted that it is prior art. Mere citation to a 
reference does not transform that citation into some form of admission of prior 

i 

art, and mere; characterization of a reference by the Office of a statement as 
an admission jalso does not make it so. For this further reason, it respectfully 
is submitted that the rejection is deficient and should be withdrawn. 

i 

Further, the Office has pointed out no facts in support of why one 
would submit desloratadine for cetirizine. Desloratadine is not sedating. 
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Cetirizine is sedating. They have significantly different chemical structures. 

i 

They have differing indications. The skilled artisan, faced with information, 
would not readily accept that one can be changed for another. 

Finally, the Office seems toi be taking judicial notice of certain facts that 
have not been made of record. Accordingly, applicants request the Examiner 
to set forth a showing pursuant to C.F.R. 1 .1 04(d)(2). Should the Office 

i 

provide such a showing in accordance with M.P.E.P. § 2144.03 and 37 C.F.R. 
1.104(d)(2) as has been requested, the rejection over all of the references 

would still be deficient because th£ Office's "obvious to use" argument 

t 

employs the wrong legal standard;. In r&Antonie, 195 U.S.P.Q. 6, 8 (CC.P.A. 
1977). "Obvious to use" disregards the invention as a whole, and "obvious to 

C ' : 

use" does not release the Examiner from the burden of establishing all of the 
elements required to make out a prima facie case of obviousness for each 
claim. I 

\ ;: • 

Accordingly, for the reasons set forth above, entry of the amendments, 

r 

withdrawal of the rejections, and allowance of the claims respectfully is 



! 

requested. If the Office has any questions regarding this paper, please 

i i 

contact the undersigned. * 



Respectfully submitted, 




I ' . 

Patent Department, K-6-1, 1990 i, ., Robert J. liipka 

SCHERING-PLOUGH CORPORATION Attorney^ Applicants) 

2000 Galloping Hill Road f Registration No.: 42.807 

Kenilworth, New Jersey 07033^0530: ■ Telephone No.: (908)298-5056 

• Facsimile No. (908)298-5388 
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